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'MEFOXINe

{STERILE CEFOXITIN SODIUM}

DESCRIPTION

MEFOXIN' {Sterile Cefoxitin Sodium) is a
sealed under mtrogan for

£
MEFOXIN® {Sterile Cefoxitin Sodium) . MEFOXIN®{Sterite Cefoxitin Sodium} - :
Susceptibility Tests 3 In randomized oomparapvme studies, MEFOXI‘::M ceph-
For fast- g serobic italye meth-  atothin were C ol cu

ods that roquire of zone d ive the mentof by gram-positive coccl ahr’lsd gram-
most pmdsa of antibi such rods EFOXIN

has been ‘fo;usew.(h iscs to hasamghdegreeofmhilitvlnmopmofbaaedal
test ibility to cefoxitin. | corre- both penicillinases and cephalosporinases.

tation of the diameters obtained in the disc test With mini-
malinhibitory concentration (MIC) values for. cefox:?n,
Reports from the laboratory gMng results of the $landard-

Manv Infections enwod by aombic and anaerobic gram-

w MEFOXIN. Similarlv many lnfscnons caused by serobic
to some peniciliin antitsot-

ized singte disc suscepnbnhly test” using a 30 mc
disc should be P g to the
fia:

Organisms producing zones of 18 mm or greate are con-
sidered susceptible, indicating that the tested or§anism is
hkeiy to respond to therapy.

g crite-

cepha
paremeral admnmsiranon 1t is derived from
d b

ius (ampndllin, carbenicillin, penicillin G) respond to treat-
ment with MEFOXIN. Many caused by
of susceptible aerobic and anserobic bacteﬁa mspond to

treatment with MEFOXI
Prevention

suscepﬁbﬂny roduce zones MEFOXIN is indicated for the prophylaxis of in in

nic is p ced y Strep Tyce e It isme of 15 to 17mm indicating that the tes! P would d g ing inated 9 inal sur-

sodiurr salt of 3-(hydroxymethyl)-7o- 7-1242-  be if high dosage lsused or |1 the infection is gery, vaginal h bdominal hy or
thia y 14201 oct-2-ene-2-  confined to tissues and fluids {e.g., urine) in which bigh anti-  cesarean section.

(rarboxytate carbamate {ester). The empirical formula is
CigH16N3Na0,S,, and the structural formula is:

MEFOXIN contains approximately 53.8 mg (2.3 milliequiv-
alents) of sodium per gram of cefoxitin activity. Solutions of
MEFOXIN range from colorless to light amber in color. The
pH of freshly constituted solutions usually ranges from 4.2
to 7.0.

CLINICAL PHARMACOLOGY
Clinical Pharmacology

After intramuscular administration of a 1 gram dose of
MEFOXIN to normal volunteers, the mean peak serum con-
cemratlon was 24 mcglmL The peak occurred at 20 to 30
dose of 1 gram, serum
conoenlrauons were 110 meg/mL at 5 minutes, declmmg to

biotic levels are antained. i

Resistant organisms produce zones of 14 mm of less, indi-
cating that other therapy should be selected. 5

The cefoxitin disc should be used for testing ce(amm sus-
ceptibility.

Cafoxitin has been shown by in vitro tests to have activity
against cortain strains of Enterobacteriaceas foundyesistant
when tested with the cephalosporin class disc. Foc.this rea-
son, the cefoxitin disc should not be used for testing suscep-
tibility to cep rin discs should
not be used for (e-'lmg susceptib-llly 1o cefoxitin.

Dilution methods, preferably the agar plate dilution proce-
dure, are most accurate for susceptibility testing of obligate
anaerobes.

A bacterial isolate may be considered suscepnble if the
MIC value for cefoxitin®™ is not more than 16 meg/mlL.

[o] i are idered if the MIC is greater
than 32 mecg/mt.
INDICATIONS AND USAGE

Tréatment

MEFOXIN is indicated for the treatment of senws infec-
tions caused by suscepuble strains of the desugnatad micro-
or inthed fisted below.

less than 1 mcg/mlL at 4 hours. The half-life after an ints
nous dose is 41 to 59 mi after i dmini
tration, the half-life is 64.8 minutes. Approximately 85
percent of cefoxitin is excreted unchanged by the kidneys

(1) Lower resp y tract includi
nia and lung abscess, caused by Slreptacoa:us pneumo»
niae, other

£, ey Cranhy

eg.
aureus (pennc:lh~

over a 6-hour period, resulting in high urinary
tions. Following an intramuscular dose of 1 gram, urinary
concentrations greater than 3000 mcg/mL were observed.
Probenecid slows tubular excretion and produces higher
serum levels and increases the duration of measurable
serum concentrations.

Cefoxitin passes into pleural and joint fluids and is detect-
able in antibacterial concentrations in bile.

Clinical experience has demonstrated that MEFOXIN can
be admmlslered to patlems who  are also recewmg carbeni-
(see

cillin,
PRECAUTIONS and ADM|NISTRATION)

Microbiology

The bactericidal action of cefoxitin results from inhibition
of cell wall synthesis. Cefoxitin has in vitro acnvntv agamst a
wide range of gr: positive and g
The methoxy group in the 7a posmon provldes MEFOXIN
with a high degree of stability in the presence of beta-facta-
mases, both penicillinases and cephalosporinases, of gram-
negative bacteria. Cefoxitin is usually active against the fol-
lowing organisms in vitro and in clinical infections:

Gram-positive

aureus,
penlcnllmase producing strains
S raphylococcus epidermidis
', ic and other

penicillinase and non-

i (most strains of
faecalis, are

Srreprococéu; pneumoniae
Gram-negative

Escherichia coli

Kiebsiella species lincluding K. pneumoniae)

Hemophilus influenzae

g penicillinase and non-
penicillinase producing strains
Proteus mirabilis
Morganelia morganii
Pmtaus vulgaris
Pi ia species, il F
Anaerobic organisms
Peptococcus species
Pepmsrreprococcus species
Clostndmm speues

ia rettgeri

the 8. fragilis group

species i
uncludes B frag:hs, 8. d:slasoms, . B ovatus,
B. 8. vuly

MEFOXIN is inactive in vitro against most stmlns of
and

slrams of E ) telobacter claacae
phyk i are almcs( Y

phy
nase and P .,||hnase produci coli,
Klebsiella species, F infl and Baaemldes
species.

P

{2) Genitourinary infections. Urinary tract

Effective prophylactic use depends on the time of adminis-
tration. MEFOXIN usually should be given one-half 1o one
hour before the operation, which is sufficient time to
achieve effective levels in the wound during the procedure.
Prophylactic administration should usually be stopped
within 24 hours since continuing administration of any anti-
biotic increases the possibility of adverse reactions but, in
the majority of surgical ocedures. does notreduce the inci-
dence of subsequent In

If there are signs of mfacncn, specimens for culture
should be ob!alned for identification of the causative organ-

ism so that appropi may beii d
CONTRAINDICATIONS
MEFOXIN is contraindicated in patients who have shown
and the cep in group of
anublmus.
WARNINGS

BEFORE THERAPY WITH ‘MEFOXIN' IS INSTITUTED,
CAREFUL. INQUIRY SHOULD BE MADE TO DETERMINE
WHETHER THE PATIENT HAS HAD PREVIOUS HYPERSENSI-
TIVITY REACTIONS TO CEFOXITIN, CEPHALOSPORINS,
PENICILLINS, OR OTHER DRUGS. THIS PRODUCT SHOULD
BE GIVEN WITH CAUTION TO PENICILLIN-SENSITIVE
PATIENTS. ANTIBIOTICS SHOULD BE ADMINISTERED
WITH CAUTION TO ANY PATIENT WHO HAS DEMON-
STRATED SOME FORM OF ALLERGY, PARTICULARLY TO
DRUGS. IF .AN ALLERGIC REACTION -TO ‘MEFOXIN’
OCCURS, DISCONTINUE THE DRJJG. SERIOUS HYPERSEN-
SITIVITY .REACTIONS MAY REQUIRE EPINEPHRINE AND
OTHER EMERGENCY MEASURES.

caused by Escherichia coli, Kiebsiella species, Pmreus mlra-

col'lﬂs has been reported wnh virtu-
itis

bilis, indole-positive Proteus {which include the org ns
now called Marganella marganu and Proteus vulgaris}, and
Provic ia species {incl idencia rettgeri). Uncom-
plicated gonorrhea due 10 Nelssena gonorrhoeae (penicilli-
nase and non-| pemculhnase producmg)

{3) Intra-abd i
intra-abdominal abscess, caused by Eschencma coli, Kleb-

siella species, species g the Bacte
fragilisgroup®**, and Clostridium specnes.

4) G g f i is, pel-
vic itis, and pelvic i dusease caused by
Escherichia coli, Nermna gonorrhoeae {penicillinase and
non-penicillinase pi species

aIIv alt
important to

ider its diagnosis In pati who p
in iation with ic use. This colitis may
range from mild to life threatening in severity.

Treatment with broad-spectrum antibiotics alters normal
flora of the colon and may permrt overgrowth of clostridia.
Studies indi a toxin produced by C dlﬁmle is
one primary cause of antibiotic-associated colitis. -

- Mild cases of pseudomembranous colitis may respond to
drug discontinuance alone. In more severe cases, Manage-
ment may include sigmoidoscopy, appropriate bactenologu-
cal studies, fluid, el lyte and protein
and the use of a drug such as oral vancomycin as indicated.

pec
the Bacteroides fragms group®**, Clostridium species, Pepto—
cocecus species, Peptoslreptococcus species, and Group B
streptococci. MEFOXIN Inke oephalosponns, has no activity
against Chl. Th , when MEFOXIN
isused in the treatmem of patients with peMc inflammatory
disease and C. trachomatis is one of the suspected patho-

of the patient may be advisable. Other causes of
colitis should also be considered.
PRECAUTIONS

General

The total darly dose should be reduoed when MEFOXIN is
uc-

) should be pre-

1 ti-chl di should be T
ggd:'d. o ' " ° tion of urinary output due to renal insufﬁciency (see DOS-
{5) caused by i AGE), nd seru
Staphylococcus aureus {penicillinase and non-penmlllnase concentrations can occur in such mdrv:duals from usual
pr coli, Klebsiell peg[gs. and doses. -
jes_including the B P Pobeas fneludi

fragllls

group.**

scribed wlth caution in indfvcduals 'vsvrth a history of gas-

(6) Bone and joint caused by
aureus (penicillinase and non—pemcullinase producinp)
{7) Skin and skin caused by
coceus aureus {penicillinase and non-penlcmmasb produo-

Ag with other antzbioﬂcs, pmlonged use of MEFOXIN may
result in of
Repeated evaluation of the padem's condmon is essential.

ing), Si P p occurs during therapy, approp
e.q., Strep e aealic) herichia coll, should be taken.

Proteus mirabilis, Ki species, it e speclas Drug interactions

::r's:sudlng the Bacrsrmdes ;r:g:hsgroup p has been rep ing con-
» P 4 ini of ins and aminogly

pem;:ropm:‘t’e culture ang‘:uscepubuhm t:I:t::dl:aese.~:h<mld“tm side antibiotics. v

organisms to MEFOXIN. Therapy may be started while Drug/llaboratory Test Interactions

awaiting the results of these studies, As with high i of ceft

* Bauer, AW.; Kirby, W.M.M.; Sherris, J.C.; Turck, M.: Antibiotic sus-
ceptibility uslu:g by a mndn;ggnd single disc ma hod, Amer, J,

Clin. Path. 45: Apr. 1 S rdized disc nmmxlhaﬁtv

and many fest Fodoral Register 37. 20527.20529, 1972, National Commiee
” for Clinical | Y s: Appre roved M-2, Per-
for obial Disc Tests,

resistant |o MEFOXIN

July 1975,
** Determinad by the IR ammar dilition method [Fricsenn and Sherrie

{>100 micrograms/mi)} may interfere with measuremant of
serum and urine creatinine levels by the Jaffé reaction, and
produce false increases of modest degree in the levels of
creatinine reported. Serum samples from patients treated
with cefoxitin should not be analyzed for creatinine if with-
drawn within 2 hours of drug administration.

High concentrations of cefoxitin in the urine may interfere

MEFOXIN®

(STERILE CEFOXITIN SODIUM)}

Circular Number

i

MEFOXIN®

{STERILE CEFOXITIN SODIUM)

Circular Number 7882333

TN

MEFOXIN®

(STERILE CEFOXITIN SODIUM}

Circular Number 7.

MEFOXIN®

(STERILE CEFOXITIN SODIUM)

Circular Number 7882333

L

€EET88L

oNIXO43A

(NNIGOS NILIX0430 F11Y3aLS)

FOXIN®

JILE CEFOXITIN SODIUM)




7882333
MEFOXIN® (Sterile Cefoxitin Sodiumy) -« - -

A fal: ith t in the urine may
occur. This has been obsetvodwim CLINITEST?! reagent tab-
lets.

ISR Lo

Carch 3 ent of Fertiity -

MEFOXIN® (Sterite Cefoxitin Sodium) :

MEFOXIN may be used in pauems with reduced renal
with the i g dosage ad|

In adults with renal insufficlency, an initial loading dose

oflgramtozgrammyboqivm.muoadlngdosa the

M';h‘mﬂ-m studies in animals’ hm nol been p
tial. Studies ln rats treated lmrmmusly wnh 400 mglkg o'

for dosage {Table 2) may be
used as a guide.
Whonovdym:umncruﬂrﬂmlwdbw&nablo the fotl-

cafoxitin (approximately three times the fecom-
mended human dose) revealed no effects on fertility or mat-
ing ability.

ngnancy

Cafego p iJ nudies performed
in rm and mice at p doses o ly one to
saven and one-half times the maximum recommended
human dose did not reveal teratogenic of fetal toxic effects,
although a slight decmase in fetal weight was observed.

are, and

(based on sex, weight, and age of the
pa(iant)ng be used to convert this value into crostinine
should

The serum P a naody
. state of renal function. i
Males: Weight (kg) x (140-ege)
72 x serum creatinine {(mg/100 mb}
Females: 0.85 x above vatue - R

dialyss: meloadmgdosoof

ies in pregr animal reproduction stud-
ies are not always pmdlcdve of human response, this drug
should be used during pregnancy only if clearly rieeded.

In the rabbit, cefoxitin was associated with a hlgh inci-
dence of abortion and maternal death. This was not consid-

np
1102 grams shou!d begiven after each hemodialysis, and
the maintenance dose should be given as indicated in
Table 2.

Anub:oric therapy for group A beta-hemolytic streptococ-
cal i i should be maintained for at least 10 days to

eredtobe a geni: affectbutan P q
of the rabbit's ) y to i

in the poputation of the mi of the intesti
Nursing Mothers . . -

guard against the risk of rheumatic fever or glomerulone-
phmvs In staphylococcal and other infections involving a
of pus, surgical i should be carried out

wherei

MEFOXIN is excreted in human milk in low
tions. Caution should be- exercised when MEFOXIN is
administered to a nursing woman.

Pediatric Use

Safety and efficacy in infants from birth to three months
of age havo not yet been established. In children three
momhs of age and older, htgber doses of MEFOXIN have
of

bee:
and elevated SGOT
ADVERSE REACTIONS

MEFOXIN is generally well tolerated. The most common
adverse reactions have been local reactions following lmra-

venous or Other
have been encountered mfraquermv
Local Reactions

Th b is has d with il

The recommended dosage of MEFOXIN for umompn-
cated gonorrhea is 2 grams intramuscularly, with 1 gram of
SENEMID' {Probenecid) given by mouth at the same time or
upto ¥% hour before MEFOXIN.

Infants and Children ~ - .

The ded dosage in three of
age and older is 80 to 160 mg/kg of body weight per day
divided into four to six equal doses. The higher dosages
should be used for more severe or serious infections. The
total daily dosage should not exceed 12 grams.

At this time no recommendation is made for children
from birth to three months of age (see PRECAUTIONS).

In children with renal insufficiency the dosage and fre-
quency of dosage should be modified consistent with the
ions for adults {see Table 2).

tration. Pain, induration, and tenderness after intramuscular
injections have been reported.
Allergic Reactions

Rash (mdudmg exfoliative dermatitis and loxleepldevmal

lysis), p S, Ilw fever ySp and other

allergic r i i dii 3 ial nephri-
tis and angioedema have been noted
Cardiovascular

Hypotension.”
Gastrointestinal

Diarrhea, i dis d
colitis which can appear during or after antibiotic treatment.
Nausea and vomiting have been reported rarely.
Neuromuscular .

Possible exacerbation of myasthenia gravis.

Blood . L
philia, teuk i i ia, neu-
penia, snemia, including h lytic anemia,
topenia, “and bone marrow depresston A posnive direct
Coombs test may develop in some p y
those with azotemia.
Liver Function .

Transient elevations in SGOT, SGPI' sorum LDH, and
serum alk: phosp and j have been
reported. . B
Renal Function . " .

tions in serum ine and/or blood urea nltmgen

levels have been observed. ‘As with the

PREVENTION

For prophylactic use in i 9
surgery, vaginal hy or Y Y
the ing doses are -

Adults: .

2 grams administered il ori ty
just prior to surgery {approximately one—half to one hour
before the initial incision) followed by, 2 grams every 6
hours after the first dose for no more than 24 hours.
Children {3 months and older):

30 to 40 mg/kg doses may be given at the times desig-
nated above.

For pmphvlactn: use in vagma! hystereaomy. a smgle 2.0
gram dose ed intr if to one
hour prior to surgery is recommended. y

Cesarean section patients: .

For patients undergoing cesarean section, either a single
2 gram dose administered intravenously as soon as the
umbilicat cord is clamped OR a 3-dose regimen consisting
of 2 grams given intravenously as soon as the umbilical
cord is clamped followed by 2 grams 4 and 8 hours after the

initial dose is recommended. (See CLINICAL STUDIES.) ;...

Table 1 - Guidelines for Dosage of MEFOXIN

Type of Infection Daily Dosage | Frequency and Route

Uncomplmted forms* . 34Agrams 1 gram every 5-8 hours
such as VorlM

acute ranal failure’ has been reporied rareiy The role of
MEFOXIN in chdnges in mal funcﬂon tests is difficutt to

pn.umua,mmavv N [ AR
. tactinfection, . . - NN
infection .. . E

assess, since factors to a or
o impaired 1 renalfuncuon usually have been present,

OVERDOSAGE

The acute intravenous LDg in the adult !emala mouse and
rabbit was about 8.0 g/kg and greater than 1.0 g/kg respec:

tively. The acute intrapemuneal LDg’ ln the adun m was
greater than 10.0 g/kg.

DOSAGE Ciewst
TREATMENT A .
Adutts L

The usua! adult dosage range.is 1 gram ,m 2 grams every
six to eight hours. Dosage and.soute of admlnistration

Moderately severe or - 6-8grams
severs infections

Infections commonly - l12grams
. needing antibiotics # m -
higher dosage (e.g.,
gas gangrene)

ng patients in whom i is sbsent or unkkely.

Tablg 2 - Maintenance Dosage of MWXIN ln Mnn:
Function *

should be determlne? by suwepﬂbillty of the
panent(seeTable"ordosagegumunes). T
HC

antichlamydial eover © should be added; use cefox-
itin sodium has no activity against this oraanism.

with Reduced Renal
ofthe |-, . . . [ Creatinine- | .. . L
. RenatFunction . . - | Claarance | Dose:-{ ... .Frequency .
(mifmin) |(grams} ]| - .- e
Mid impairment 20 | 12 ey $1zhouns




as308s, stnce tactors p 9 to pi Mis or intection
. to (mpaired renal !unc:fan usually have been present, . Moderataly Sovers o, " -8-8 prems Tgram avery 4 hours
. OVERDOSAGE e . T " stvere fifactiody 7} - [0 0T or R
: p . 2grams evary
. The acute intravenous LDgy'In the adult fomale mouse and 6-8 hours V.
H rabbit was about 8.0 9/kg and greater than 1.0 a/kg respec: -
{ tively. The acute Intraperitoneal LDy, in the adult rat was |Infactions commonly | 12 grams - 2 grams evary & hours
! greater than 10.0 g/g. . . :'ndlng antibiotics in ] SV or .
5 DOSAGE G osage .9, . |3urams svery6 hours v
TREATMENT Ve inckading patares inwhom bacterbmia & abse o iRy
Adults

The usual adult dosage range is | gram‘tb,‘ztgrmu every
8ix to eight hours. Dosage and. route of administration
should be determined by susceptibility of the causative

p ity of infecti th dit

L Y an e of the .. Creatinine- | .. .
patient (see Table 1 for dosage guidelines). - Renal Function « . | Clearsnce | Dose-| . . Fraquency
IfC h is d path (mUUmin) | (gramg) | . .5 . .

- -, Tablo2- Maintenance Dosags of MEFOXIN in Aduits
L. with Reduced Renal Function -

a ' P g PP
anti-chlamydial coverage should be added, b c'efox-

itin sodium has no actlvity against this organism. ) m::mrag:';:nn:;‘limm %';’g :; :vv:rryy "ZZ ::“":
T Ao -of Ame , Dlvision of Mil Severe impairment 85 ' | 051 | every12-24hours
CRBoratories ine. "™ 01 Ames Company, Dvision of Miles [Essentintly nofunction | <5 051 | every2448hours |-

IR
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MEFOXIN® {Sterile Cefoxitin Sodiurn}

Table 3 - Prepasation of Solution
Amountof * Appraximats’

Approximate
Auerage

MEFOXIN® (Sterile Cefoxitin Sodium)
COMPATIBILITY AND STAB(UTV

intravenous
MEFOXIN, as supplied in vials or the buik package and

Suength | Addedimi | Volumo(ml) | {moiml)

1 gram Vial 7 drwarnndar) 25 0
2 gram Visl 4 pramarxcude) 5 - 400
1gramVial 100 185 9%
2gramVial - 10 or 20{1V) AT 241 1800 S

1 gram Infusion Boate | S0 o $00(IV} 50 or 100 Wort0 _J

2 gram Infusion Bottle | 50 or 100{IV) 50 or 100 o720
10 gram Buk A3 or NIV} HorB\s 200 or 100

**Shaky to drssolve 806 (01 s1and onti cleae.

PREPARATION OF SOLUTION

Table 3 is for i in
MEFOXIN for both intravenous and lntrlmmwlai adminis-
tration.

For intravenous use, 1 gram should be oonsﬁmlod with at
least 10 mL of Sterile Water for Injection, and 2 grams, with
10 or 20 mL. The 10 gram bulk kage should be const-
tuted with 43 or 93 mL of Sterile Water !or Injection or any of
the solutions listed under the Intravenous portion of the
COMPATIBILITY AND STABILITY section. CAUTION: THE 10
GRAM BULK STOCK SOLUTION IS NOT FOR DIRECT INFU-
SION. One or 2 grams of MEFOXIN for infusion may be con-
stituted with 50 or 100 mL of 0.9 percent Sedium Chloride

injection, 5 percent or 10 percent In]ocuon, orany ~

of the solutions listed under the Inmmous pomon of the
COMPATIBILITY AND STABILITY

Benzyl alkcohol as a %mvnm hasbeon associated with
toxicity in neonates. ile toxicity has not been demon-
strated in infants graater than three months of age; in whom
use of MEFOXIN may be indicated, small infants in this age
range may aiso be at risk for benzyt alcohal toxicity. There-
fore, diluent containing benzyt aicohol should not be used
when MEFOXIN is constitutod for administration to infants."

Vantage®'t! vials, see separate INSTRUCTIONS

FOR USE OF MEFOXIN IN ADD-Vantage® VIALS. MEFOXIN
in ADD-Vantage® vials should be oonsmumd with ADD-Van-
tage® diluent containers contalning 50mL or 100 mL of
either 0.9 percent Sodium Chloride Injection or 5 percent
Dextrose tnjection. MEFOXIN in ADD-Vantage® vials is for IV
use only.

For intramuscular use, each gram of MEFOXIN may be
constituted with 2 m of Sterila Water for tnjection, or — *

For intramuscular use ONLY: each gram of MEFOXIN may
be constituted with 2 mi. of 0.5 percent lidocaine hydrochio-
side solution® (without epinaphrine) to minimize tha discom-
fort of intramuscular injection.

ADMINISTRATION

MEFOXIN -may be administered intravenously or intra-
muscularty after constitution.

P drug pi shoutd be inspdted visually for

i matter and dis ion prior to inis if

whenever solution and containes parmit.
iIntravenous Administration

The intravenous route is preferable for patients with bac-
teremia, bacterial septicemia, or other sevete or life-threat-
ening infections, or for patients who may be poor risks
because of lowered resistance resulting from such debilitat-
ing conditions as malnutrition, trauma, surgery, diabetes,
heart failure, or malignancy, particularly if shock is present
or lmpendmg

solution

01 grlmlw mi with Sterile Water for Injection,

Water for Injecti (see PREPARATION OF
SOLUTION), 0.9 percent Sodium Chioride Injection, of & par.
cent Dextrose Injection, maintains satisfactory potency for
24 hours at room temperature, for one week under refrigera-
tion (below 5°C), and for at least 30 weeks in the frozen state.

These primary solutions may be further dituted in 50 to
1000 mt of the following solutions and maintain potency fos
24 hoys at room temperature and a1 least 48 hours under
refrigeration:

Sterile Water for injection®*

0.9 percent Sodium Chioride Injectlon

§ percont or 10 percent Dextrose Injection®? .

5 percent Dextrose and 0.9 percent Sodium Chioride Injec-
tion

5 percent Dextrose Injection with 0.02 percent Sodium
Bicarbonate solution

5 percent Dextrose Injection with 0.2 percent or 0.45 per-
cent saling solution

Ringer's Injection

Lactated Ringer's Injection’*

5 percent Dextrose in Lactated Ringer's Injection®®

5 percent or 10 percent invert sugar in water

10 percent invert sugar in saline solution

5 percent Sodium 8icarbonate Injection

Neut (sodium bicarbonate}'*11*

M/6 sodium tactate solution

NORMOSOL-M in D5-wtttt

{ONOSOL B w/Dexirose 5 percent!*

POLYONIC M 56 in 5 percent Dextrose’®

Mannitol 5% and 2.5%

Mannitol 10%*

ISOLYTE'E

ISOLYTE® E with 5% Dextrose

MEFOXIN, as supplied in infusion botties and constituted
with 50 to 100 mL of 0.9 percent Sodium Chloride injection,
or 5 percent or 10 percent Dextrose Injection, maintains sat-
isfactory potency for 24 hours at room temperature or for 1
week under refrigeration {below 5°C).

MEFOXIN is supplied in single dose ADD-Vantage® vials
and should be prepared as directed in the mmpanving
INSTRUCTIONS FOR USE OF MEFOXIN IN ADD-Vantage'
VIALS using ADD-Vantage® difuent containers containing
50 mt or 100 mL of either 0.9 percent Sodium Chloride Injec-
tion or 5 percent Dextrose injection. When prepared with
either of these diluents, MEFOXIN maintains satisfactory
potency for 24 hours at rcom temperature.

Limited studies with solutions of MEFOXIN in 0.9 percent
Sodium Chioride Injection, Lactated Ringer’s Injection, and
5 percent Dextrosa Injection in VIAFLEX' intravenous bags
show stability for 24 hours at room temperature, 48 hours
under rafrigeration or 26 weeks in the froxen state and re]
hours at room Also, of
MEFOXIN in 0.9 percent Sodium Chloride Injection show
similar stability in ptastic lubmg drip chambers, and vol-
ume control devices of infusion sets.

After constitution with Sterile Water for Injection and sub-
sequent storage in disposable plastic syringes, MEFOXIN is
stable for 24 hours at room temperature and 48 hours under
refrigeration.

After the periods mentioned above, any unused solutions
or frozen material should be discarded. Do not refreeze.

Intramuscular

MEFOXIN as constituted with Sterile Water for Injection,
ic Water for Injection, or 0.5 percent or 1 percent

comamlng 1 grom or 2 grams in 10 mL of Smrile Water for
Injection can be injected over a period of three to five min-
utes. Using an infusion system, it may also be given over a
longer period of time through the tubing system by which
the patient may be-receiving other intravenous solutions.
However, during’. iniusion of the solution containing
MEFOXIN, it is advi: admin-
istration of any other loluﬁom 81tha same site_

For the administration of higher doses by continuous
intravenous infusion, a solution of MEFOXIN may be added
to an intravenous bottle contsining § percent Dextrose tnjec-
tion, 0.9 percent Sodium Chioride Inlocxiun. 5 percent Dax-
trose and 0.9 percent Sodium Ch )ocdon, or §
percent Dextrosa In n with 0.02 pereenl sodium bicar-
bonate solution. BUTTERFLY'* or scalp vein-type needles
are preferred for this type of infusion.

Solutions of MEFOXIN, fike.thoso of most beta-lactam

antibiotics, should not be added to ammoglyeosxde solu-

tions {e.g., sulfate, suifate,
sulfate) because of ial
MEFOXIN and ycosides may be seps-
rately to the same patient. - .-
Intramuscular Administration .

As with ail intramuscular’ pmpnnﬂons, MEFOXIN shoutd
mlnwmmmboavﬂlmwwlwm
such as the wporom:qudruno' buttock fi.e., glul;:

y to avoid i
tion into a blood vessel.

5T

lidocaine hydrochloride solution {without epmephrme),
maintains satisfactory potency for 24 hours at room te
ature, for one week under refrigaration (below 5'C) and fur
atleast 30 weeks in tha frozen state.

After the periods mentioned above, any unused solutions
or frozen material should be discarded. Do not refreeze.

MEFOXIN has also been found compatible when admixed
ini i ions with the ing:

Heparin 0.1 units/mL at room temperature — 8 hours

Heparin 100 units/mL at room temperature — 24 hours

M.V.L¥5S concantrate at room temperature 24 hours; under
refrigeration 48 hours

OCCA" C-500 a1 room temperature 24 hours; under

refrigeration 48 hours

Insutin in Normal Saline at room temperature 24 hours;
under refrigeration 48 hours.

Insulin in 10% invert sugar at room wmpentura 24 hours;
under refrigeration 48 hours

HOW SUPPLIED

Sterile MEFOXIN is a dry white to off-white powder :up-
plied in vials and infusion bottles containing cefoxitin
sodium as follows: -

No. 33568 — 1 gram cefoxitin equivatent

NDC 0006-3356-45 in trays of 25 vials

(6505-01-119-6005, 1 g 25's).

#In thess sohtions, MEFOXIN has been found to be stable for 8
period of 008 week under i s

u re
b of Cutter L nc.
¥ Registared trademark of American Hospital Supply Corporation.
of Baxter i

e
? See package ciraiar of or detailed i on con-



MEFOXIN®{Sterile Cefoxitin Sodium) . Lyttt s

No. 3368 t gram cefoxitin equivatent - .
NDC 0006-3368-71 in trays of 10 infusion bottles

{6505-01-185-2624.2 9
No. 3388 10 gram cefoxitin equivklent .
NDC 0006-3388-67 in trays of 6 bulk bottles
(6505-01-263-0730, 10'g 6's). T X
. No.3548-— 1 gram cefoxitin equivalent | = . )

NDC 0006-3548-45 in trays of 25 ADD-Vantage® vials * |

(6505-01-262-9509, 1 g ADD-Vantage®25's).

No. 3549 — 2 gram cefoxitin equivalent

NOC in trays of 25 ADD-Vantage® vials

(6505-01-263-4531, 2 g ADD-Vantage® 25's),c »::
Special storage instructions S

MEFOXIN in the dry state should be stored below 30°C.
Avoid exposure to temperatures above 50°C. The dry mate-
rial as welf as solutions tend to darken, depénding on stor-
age conditions; product p h is not ad Iy
affected. . .
CLINICAL STUDES N

A prospective, randomized, ‘double-blind, placebo-con-
tolled clinical rial was conducted to determine the efficacy
of short-term prophylaxis with MEFOXIN in patients under-
going cesarean section who were at high risk for subse-
quent itis b of ruptured - i
Patients were randomized to receive either three doses 'of
placebo {n=58), a single dose of MEFOXIN {2 g} followed by
two doses of placebo (n=64), or a three-dose regimen of
MEFOXIN (each dose consisting of 2 g} (n=60}, given intrave-
nously, usually beginning at the time-of clamping of the
umbilical cord, with the second and third doses given 4 and
8 hours post-operatively. Endometritis occurred in 16/58
(27.6%) patients given placebo, 563 (7.9%) patients given a
single dose of MEFOXIN, and 3/58 {5.2%) patients given
three doses of MEFOXIN. The differehces between the two
groups treated with MEFOXIN and placebo with respéct to

itis were st significant (p<0.01} in favor
of MEFOXIN. The diff ‘b '3 dose and
three-dose regimens of MEFOXIN were not statistically sig-
nificant. - -

Two double-blind, d, studies pared the effi-
cacy of a single 2 gram intravenous dose of MEFOXIN to a
single 2 grgg i doss of in the pre
tion of surgical site-retated infection (major morbidity) and

it ted it ions (minor idity} in pati fol-
lowing cesarean section. In the first study, 82/98 (83.7%}
patients treated with MEFOXIN and 71895 (74.7%) patients
treated with cefotetan-experienced no major or minor mor-
bhidity. The difference in the outcomes in this study (95%
Cl: -0.03, +0.21) was not statistically significant. In the sec-
ond study, 65/75 (86.7%) patients treated with MEFOXIN and
62/16 (81.6%) patients treated with cefotetan experienced
no major or minor morbidity. The difference in the out-

- comes in this study {35% CI: -0.08, +0.18) was not statisti-

calty significant.

o Uistbr . .
0 MERCK & OO0, INC,, West Point, PA 19485, USA

tssued February 1995
Printed in USA
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lNSTRUCTIONS FOR USE OF
. MEFOXIN®
(Cefoxitin for Injection)
(Formerly called Sterile Cefoxitin Sodium)
IN ADD-Vantage® VIALS

For IV Use Only.

-
== INSTRUCTIONS FOR USE

Z= I Open Diluent Contalner:

==m Peel overwrap from the corner snd iner. Some opactty of the
I plastic dus to motsture absorption during the sterilizstion process may be
i@ observed. This is norms) and does not affect the solution quatity or safety.
== The opecity wiil diminish graduaily.

d

B8 15 Assemble Vsl end Flaxibie Ditent Container:
= {UB0 Aseptic Tachnique)
&2 1, Remove the covers from the top of the vial and the viat
port on the dlluent container es foliows:
3. To ramove the breskaway via! cap, swing the puti ring over the tog
of the vial and pull down far snough to start the opening. (SE
FIGURE 1) Pult the ring approxi I

y haif way d the cap
and then mnl&n ue'to remove the eep, (SEE FIGURE 2.}
NOTE: DO NOT ACCESS

AL WITH SYRINGE,

Fig. 1 Fig. 2

v Roegistered trademerk of MERCK & CO., Inc.
** Registered trademark of ABBGTT LABORATORIES, inc.

AR

b. To remove the vist port covar, grasp the tsb on the pull ring, pull’
Up to break the three tis strings, then pull bsck to remove the
cover, (SEE FIGURE 3.) :

2. Screw the vis! Into the vial port umit it witt 90 no further. THE VIAL
MUST BE SCREWED IN TIGHTLY TO ASSURE A SEAL. This occurs
approximately 1 turn (180 after the first sudibie ofick. (SEE FIGURE
4.) The clicking sound does not assure a ses!; the vial must be turned
os far 28 It will go. NOTE: Ones vis! Is sested, do_not sttempt to
remove. (SEE FIGURE 4.)

3. Ascheck the vial to sssure that it Is tight by trylng to tumn it further In
the diraction of sssembly.

4. Labe! appropriately.

-

Flg. 3

To Prepare Admixtyre:

1. Squeeze the bottom of the diluent contalner gently to Infiste the por-
tion of the container surrounding the end of the drug visl.

2. With the other hand, push the drug vial down Into the container tele-
scoping the walls of the contsiner. Grasp the Inner cap of the viet
through the walls of the container. {SEE FIGURE 8.)

3. Pull the inner cap from the drug visl, {SEE FIGURE 8) Verify that the
fubber stopper has been pulled out, allowing the drug and dituent to
mix.

4. Mix contalner contents thoroughly and use within the specified time.

748470

31

Fig. 5 Fig. 6

Preparation for Administeation:
(Use Aseptic Tachniqus)

1. Confirm the sctivation snd admixture of visl contents.

2. Check for leaks by squeeting container firmiy, if leaks are found, dis-
card unit as sterility may be Impaired,

3. Close flow controt elsmp of sdministration set.

4. Remove cover from outiet port st bottom of container.

8. insert plercing pin of administration set into port whth & twisting
motion untit the pin Is firmly seated. NOTE: See full directions on
administration set carton.

8. LiR the free end of the h loop on the bottom of the vial, bresk-
ing the two tie strings. the 100p outward to fock it in the upright
posftion, then suspend container from hanger.

7. 8q ond rel drip chamber to establish proper fluld level In
chamber, - .

8. Open flow control clemp and clesr alr from set, Close clamp,

9. Attach set to venipuncture device. If device Is not Indwatilng, prime

. and make venipuncture,

10. Regutate rate of sdministration with flow control clamp.

WARNING: Do not use flexible conteiner in series connections.

Staditty

MEFOXIN (Cefoxhtin for injection) t grem o 2 gram single dose
ADD-Vantege® vista should be prepared with ADD-Vimasgw diluent con-
talners contsining 50 mL or 100 mL of ether 0.9 percent Sodium Chiloride
Injection or 6 percent Dextrose n lon. When prepared with either of
these dituents, MEFOXIN (Cefoxitin for injection) meinta st Y
potency for 24 hours at room tempersture.

Before administering, see sccompanying package elrculsr for MEFOXIN
{Catoxtiinfof Infection) mpanying

fssued August 1068 Printed in USA




